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FDA’s issuance of an order approving 
an application for premarket approval 
(PMA) for the device or declaring com-
pleted a product development protocol 
(PDP) for the device. 

(a) Before FDA requires that a device 
commercially distributed before the 
enactment date of the amendments, or 
a device that has been found substan-
tially equivalent to such a device, has 
an approval under section 515 of the 
act, FDA must promulgate a regula-
tion under section 515(b) of the act re-
quiring such approval, except as pro-
vided in paragraph (b) of this section. 
Such a regulation under section 515(b) 
of the act shall not be effective during 
the grace period ending on the 90th day 
after its promulgation or on the last 
day of the 30th full calendar month 
after the regulation that classifies the 
device into class III is effective, which-
ever is later. See section 501(f)(2)(B) of 
the act. Accordingly, unless an effec-
tive date of the requirement for pre-
market approval is shown in the regu-
lation for a device classified into class 
III in this part, the device may be com-
mercially distributed without FDA’s 
issuance of an order approving a PMA 
or declaring completed a PDP for the 
device. If FDA promulgates a regula-
tion under section 515(b) of the act re-
quiring premarket approval for a de-
vice, section 501(f)(1)(A) of the act ap-
plies to the device. 

(b) Any new, not substantially equiv-
alent, device introduced into commer-
cial distribution on or after May 28, 
1976, including a device formerly mar-
keted that has been substantially al-
tered, is classified by statute (section 
513(f) of the act) into class III without 
any grace period and FDA must have 
issued an order approving a PMA or de-
claring completed a PDP for the device 
before the device is commercially dis-
tributed unless it is reclassified. If 
FDA knows that a device being com-
mercially distributed may be a ‘‘new’’ 
device as defined in this section be-
cause of any new intended use or other 
reasons, FDA may codify the statutory 
classification of the device into class 
III for such new use. Accordingly, the 
regulation for such a class III device 
states that as of the enactment date of 
the amendments, May 28, 1976, the de-
vice must have an approval under sec-

tion 515 of the act before commercial 
distribution. 

§ 892.9 Limitations of exemptions from 
section 510(k) of the Federal Food, 
Drug, and Cosmetic Act (the act). 

The exemption from the requirement 
of premarket notification (section 
510(k) of the act) for a generic type of 
class I or II device is only to the extent 
that the device has existing or reason-
ably foreseeable characteristics of 
commercially distributed devices with-
in that generic type or, in the case of 
in vitro diagnostic devices, only to the 
extent that misdiagnosis as a result of 
using the device would not be associ-
ated with high morbidity or mortality. 
Accordingly, manufacturers of any 
commercially distributed class I or II 
device for which FDA has granted an 
exemption from the requirement of 
premarket notification must still sub-
mit a premarket notification to FDA 
before introducing or delivering for in-
troduction into interstate commerce 
for commercial distribution the device 
when: 

(a) The device is intended for a use 
different from the intended use of a le-
gally marketed device in that generic 
type of device; e.g., the device is in-
tended for a different medical purpose, 
or the device is intended for lay use 
where the former intended use was by 
health care professionals only; 

(b) The modified device operates 
using a different fundamental sci-
entific technology than a legally mar-
keted device in that generic type of de-
vice; e.g., a surgical instrument cuts 
tissue with a laser beam rather than 
with a sharpened metal blade, or an in 
vitro diagnostic device detects or iden-
tifies infectious agents by using 
deoxyribonucleic acid (DNA) probe or 
nucleic acid hybridization technology 
rather than culture or immunoassay 
technology; or 

(c) The device is an in vitro device 
that is intended: 

(1) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of 
immunohistochemical devices; 

(2) For use in screening or diagnosis 
of familial or acquired genetic dis-
orders, including inborn errors of me-
tabolism; 
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(3) For measuring an analyte that 
serves as a surrogate marker for 
screening, diagnosis, or monitoring 
life-threatening diseases such as ac-
quired immune deficiency syndrome 
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or 
to monitor therapy; 

(4) For assessing the risk of cardio-
vascular diseases; 

(5) For use in diabetes management; 
(6) For identifying or inferring the 

identity of a microorganism directly 
from clinical material; 

(7) For detection of antibodies to 
microorganisms other than 
immunoglobulin G (IgG) or IgG assays 
when the results are not qualitative, or 
are used to determine immunity, or the 
assay is intended for use in matrices 
other than serum or plasma; 

(8) For noninvasive testing as defined 
in § 812.3(k) of this chapter; and 

(9) For near patient testing (point of 
care). 

[65 FR 2322, Jan. 14, 2000] 

Subpart B—Diagnostic Devices 
§ 892.1000 Magnetic resonance diag-

nostic device. 
(a) Identification. A magnetic reso-

nance diagnostic device is intended for 
general diagnostic use to present im-
ages which reflect the spatial distribu-
tion and/or magnetic resonance spectra 
which reflect frequency and distribu-
tion of nuclei exhibiting nuclear mag-
netic resonance. Other physical param-
eters derived from the images and/or 
spectra may also be produced. The de-
vice includes hydrogen-1 (proton) imag-
ing, sodium-23 imaging, hydrogen-1 
spectroscopy, phosphorus-31 spectros-
copy, and chemical shift imaging (pre-
serving simultaneous frequency and 
spatial information). 

(b) Classification. Class II. 

[53 FR 5078, Feb. 1, 1989] 

§ 892.1100 Scintillation (gamma) cam-
era. 

(a) Identification. A scintillation 
(gamma) camera is a device intended 
to image the distribution of radio-
nuclides in the body by means of a pho-
ton radiation detector. This generic 
type of device may include signal anal-

ysis and display equipment, patient 
and equipment supports, radionuclide 
anatomical markers, component parts, 
and accessories. 

(b) Classification. Class I (general con-
trols). 

[55 FR 48443, Nov. 20, 1990, as amended at 66 
FR 46953, Sept. 10, 2001] 

§ 892.1110 Positron camera. 

(a) Identification. A positron camera 
is a device intended to image the dis-
tribution of positron-emitting radio-
nuclides in the body. This generic type 
of device may include signal analysis 
and display equipment, patient and 
equipment supports, radionuclide ana-
tomical markers, component parts, and 
accessories. 

(b) Classification. Class I (general con-
trols). 

[55 FR 48444, Nov. 20, 1990, as amended at 66 
FR 46953, Sept. 10, 2001] 

§ 892.1130 Nuclear whole body 
counter. 

(a) Identification. A nuclear whole 
body counter is a device intended to 
measure the amount of radionuclides 
in the entire body. This generic type of 
device may include signal analysis and 
display equipment, patient and equip-
ment supports, component parts, and 
accessories. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 892.9. 

[53 FR 1567, Jan. 20, 1988, as amended at 59 
FR 63015, Dec. 7, 1994; 66 FR 38818, July 25, 
2001] 

[55 FR 48444, Nov. 20, 1990] 

§ 892.1170 Bone densitometer. 

(a) Identification. A bone densitom-
eter is a device intended for medical 
purposes to measure bone density and 
mineral content by x-ray or gamma 
ray transmission measurements 
through the bone and adjacent tissues. 
This generic type of device may in-
clude signal analysis and display equip-
ment, patient and equipment supports, 
component parts, and accessories. 

(b) Classification. Class II. 
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